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JENAPTAMEHT OXOPOHH 3/JOPOB’SI
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IIpo Posmomin mikapchkoro 3aco0y
«Ciprypo (bemaxpimiu)», HaIaHOTO
['nobanpHuM  NmiKapchKuM  (OHIOM
(Global Drug Facility (GDF) y skocri
Ge30MmIaTHOI JOTIOMOTH

3 METow  BIPOBa[)KEHHA B  YKpaiHi HOBMX  BHCOKOS(EKTHBHHX
IPOTHTYOEPKYNBO3HUX IIpenapaTiB Jus JIKYBaHHS XBOPMX Ha MiNbTHPE3MCTEHTHUHI
TyOepkynpo3, HamaHoro ['nmobGansHuM mikapcekuM ¢orgoM (Global Drug Facility
(GDF) y sxocti 0e30Iu1aTHO] JOITOMOTH, BPaxOBYHOUH JHCT JlepikaBHOI yCTaHOBH
«lentp rpomazckkoro 3mopoB’s MiHicTepcTBa OXOpPOHU 3IOPOB’S YKpalHH» Bif
22.04.2019 Ne 1847 momo posmoginy Jikapchkoro 3aco0y «Ciprypo (bemaksiiif)»,
Ha IAcTaBl Haka3y JlemapTaMeHTY OXOPOHH 30poB’s Bix 24 Gepesusa 2017 poky
Ne 120 «Ipo 3zaTBepmxeHHS Tepeniky 0a30BHX 3aKialiB OXOPOHH 3TOPOB’S, IO

OTPUMYIOTE JIIKapChKi 3ac00M Ta MeAMYHI BUpOOH, 3aKyILIEH] 32 OFO/UKETHI KOIUTH Ta

OTpHUMaHi B AKOCTI TyMaHITapHOI OTIOMOTHY,
HAKA3VIO:

1. 3arBepautu  Posmonin mikapcekoro 3acody «Ciprypo (beaaksinin)»,
Hajanoro I'nobansuuM mixapebkuM doraoMm (Global Drug Facility (GDF) y skocti
Oe3oIITaTHOI TONOMOTH (ATl — JIiKapchkui 3aci0), o JNOJAETHCS.

2. Jupextopy TMO «®THU3IATPIS» v micti Kueni 3a0e3neunTi:

2.1. OtrpumaHHS JiKapchKoro 3acolby Yy KiBKOCTI, 3aTBepIkeHiHl Poznozinom
LLOTO Haka3zy, 00Jik, onpuOYTKYBaHHS Ta B3ATTA Ha OanaHC 3aKTany.

2.2. TlepcoHamsHY BIAMOBIAANBHICTE 3a HaJeXXHe 30epeiKeHHs, IUIBOBE Ta
palioHalibHE BUKOPHCTAHHS JiKapChKOro 3acofy.

2.3. HanpasneHHs Komii JOKYMEHTY IpPO OTPUMAaHHS JiKapchKoro 3acoly xo
basu cnenjanpHOro MeAMYHOro MOcTadaHHA JlemapTaMeHTy OXOPOHU 3d0pOB’S
BUKOHaBYOro oprany KwuiBcekoi wmicekoi panmu (KuiBcbkoi MiChKOi JepskaBHOT
aaMiHICTpalLit). '

2.4, [lopanug momicans, no 05 umcna MicAllsl HaCTYTHOTO 3a 3BiTHHM Ta IO
10 ciuns mHacTynmHOro 3a 3BITHHM pOKY, OO basw crHelialsHOrO MEeNHYHOTO
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moctayaHHs JlemapTaMeHTy OXOpOHH 3A0pOB’S BUKOHaB4yoro oprany KuiBcwkoi
MiceKoi pagy (Kuischkoi Mickkol siepxaBHOT afiMiHicTpallil) 3BiTy PO BUKOPHCTAHHS
Jikapcbkoro 3aco0y  3riiHo 3 gomatkoMm 7 go  Hakasy [ YO3  Bix
21 mucronama 2012 poxy Ne 490 «IIpo 3abe3meucHHS KOHTPOJIO 32 LIMLOBHM Ta
e¢(eKTUBHUM BHKOPUCTAHHAM 3aKIAfaMH OXOPOHH 3/I0pOB’S MicCTa JIKapChLKHX
3ac001B, BUpOOGIB MEAWYHOTO TIpU3HAYEHHS Ta MeJIMYHOl TEXHIKH, 3aKyIUICHHX 33
KOLUTH Jep KaBHOTO Ta MiCHKOTO OIOAKETIBY.

3. Jlupextopy basu chemianbHOro MeIHYHOTO ITocTadaHHs JlemapramenTy
OXOPOHH 310pOB’sa BUKOHaBUOro oprany Kuiscekoi micskol pamu (KHIBCEKOT MiCBKOT
IepXkaBHoOi angMiHicTpamii) 3abe3meyuTd momicans, no 10-ro uHciaa Micsigs
HACTYITHOTO 3a 3BITHUM, Ta OO 15 CiYHS HACTYNHOTO 3a 3BITHHM pPOKY, Ha IiJCTaBi
orpumanoro Big TMO «O®TUIIATPLIA» y micti KueBi 3BiTY Npo BHKOPHCTaHHS
NKapchKOro 3acoly, MOJaHHA A0 YIPaBIiHHS OYXranTepchKoro o0miKy Ta 3BITHOCTI
HenapraMeHTy OXOpOHHM 340pOB’S BHUKOHABYOro opraHy KuiBchkol MiceKoi pamu
(KuiBcekoi Michkoi mepxxaBHOI aamiHicTpanii) indopmauii 3riggo 3 momatkoMm 1 mo
nakazy I'VYO3 Bix 21 nmucronana 2012 poky Ne 490.

4. HaganpHHUKY BIIAINY BHYTpIIIHBOTO (iHaHcoBoro aymuty Jlenapramenty
OXOPOHH 30pPOB’sl BUKOHaBYoro oprany KuiBcekol Michkoi panu (KuiBChKOI MicBEKOT
JAepxaBHOI aaMiHicTpauil) 3abe3meunuTH KOHTPONh 32 LILOBHM BHKOPHCTAHHAM
NiKapChbKOTo 3aco0y A0 TIOBHOTO BHKOPHUCTAHHS.

5. Hupekropy KuiBcrkoro Micbkoro iH(GopManiiHo-00UHCITIOBATEHOTO LEHTPY
HenapramMeHTy OXOpPOHM 3J0pOB’S BMKOHaBYOI'O oprany KuIBChKOI MICBKOI paju
(KuiBcekoi Micbkol mepkaBHOI amMiHicTparii) 3a0e3meunTH ONMPUIIOAHEHHS HA
. o(inifiHoMy Web-caiiTi. JlemapTaMeHTy OXOPOHH 3[0POB’S-3MICTY. I{bOTO- HAKAZY. - -

6. KoHTpons 3a BHKOHaHHIM Haka3y MOKIACTH Ha 3aCTYIHHKIB JHAPEKTOpa
3TiTHO 3 PO3MONLIOM 000B’ A3KiB.

Ilincrapa: gucr TMO «DTUIIATPISA» y wmicri Kuesi Big 24.04.2019
Ne 061/200/678/03.

JupexTop ' Banentuna 'TH3BYPI



3ATBEPIDKEHO

Haxaz JlenapraMeHTy OXOpOHH 3/I0pOB'A
BHKOHaBYoro oprany Kuiscbkoi Mickkol pany
(KniBCBKOT MiCBKOT ep>kaBHOT aaMiHicTpaLit)

0L 05, 209% 797

Posnozin nikapcerkoro 3acoby «Ciptypo (bemaxsinin)», HagaHoro I modanbHuM
nikapcskuM dounoM (Global Drug Facility (GDF) y skocTi 6e3omnaTHol
JIOTIOMOT'U

Ciprypo (benaxsinin) 100 mr,
188 tab/yn (Sirturo (Bedaquiline)

3aKnaj OXOPOHHM 3X0POB'S, 10 OTPHAMYE 100 mg, 188 tab jar), BUPOOHHK
NBIKApChKUH 3aci6 Janssen Recipharm Pharmaservices
Pvt.Ltd., India
K-CTb YII. K-CTh T20.
TMO «®TUSIATPIS» y micTi Kuesi 60 11280

B.0. 3acTymHMKa TUPEKTOpa - HadaJlbHHKA

YIpaBITiHHS TiKyBalbHO-IPOMITaKTHYHOI Wﬁmnﬂa 3B0POMIPCBKA
JOTIOMOTH '

HagansHUK BiIAUTY CHEL1ansHOTO GOHAY 0% Ipusa THTIEHKO

Ta I[ITLOBHX IPOTpam




